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(54) The integral hypodermic needle guard 

(57) The integral hypodermic needle guard is a device either produced as a component of a hypodermic 
needle or one that can be attached to the needle prior to its use. The guard can be used immediately 
afterwards to cover the hypodermic needle tip and render the needle tip safe. An example is described of a 
guard G connected to the hub of the needle ISI by a coiled spring S\ After the needle is removed from the skin 
the operator releases the coiled spring which is compressed by a locking device (U Fig. 2b) by depressing 
button B and extends the guard over the end of the needle. The needle tip is forced into a cleft between the 
wall of the guard and its end by a straight spring S in the base of the guard. The guard is maintained in 
position by the force of the extended coiled spring. 




Fig. 1a 
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The Integral Hypodermic Needle Guard 

A device either a component of a hypodermic needle or a part that can be attached to the 
hypodermic needle prior to use (integral at time of use) which can be used as a guard to 
cover the needle tip immediately after use and so prevent any possibility of a needle stick 
injury. 

Needle stick injuries are always a worry for medical staff as such an injury could transmit 
viral infections With the HIV virus such an injury could cause a life threatening disease. 
To prevent such injuries medical staff wear gloves; however the sharp point of the 
hypodermic needle can easily penetrate these. Needle stick injuries may occur when they 
try to cover the needle after use,missing the sheath and pricking their fingers. In the 
emergency situation staff do not have to resheath or throw away used needles and they 
can be left lying around with the potential to cause a needle stick injury. Once the needle is 
thrown away the disposal box might be opened or spilt and a member of staff could be 
injured whilst tidying up the contents. 

The integral Hypodermic Needle Guard was invented to ensure that immediately after 
blood has been taken the operator can cover the needle tip so preventing any possibility of 
further neediestick injuries. 

The present invention provides a guard attached to the needle which can be used 
immediately after use to cover and protect the needle tip. 
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The guard can be a device made of any suitable material which is part of or can be 
attached to the needle prior to use which can be used by the operator immediately after the 
needle has been withdrawn from the injection site. 

For example a circular sheath is described which encircles the shaft of the needle. The 
sheath could be made of any suitable material. The sheath has a concave circular disc 
attached to one end. A hole the diameter of the needle is made in one half of the circular 
disc. The needle passes through the sheath over the metal spring and out through the hole 
in the disc. The flat part of the needle tip has to be resting at the centre of the disc. The 
sheath and the disc combined forms the guard. As the guard is pushed over the end of the 
needle a small spring in the base of the guard pushes the needle tip up into the cleft 
between the disc and the sheath. The guard can be maintained in this position by several 
methods; for example a coiled spring attached to the hub of the needle and to the sheath 
so when extended the extended coiled spring would pull the guard back on the needle tip. 
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An example of the Integral Hypodermic Needle Guard with reference to the accompanying 
drawing in which; 

Figure la Shows the whole needle plus guard(the outline of the guard is drawn). A coiled 
spring is attached to the hub of the needle and to the sheath. 

Figure Jb Shows the sheath extended over the end of the needle. A spring in the base of 
the guard forces the needle tip into the cleft shown. The extended coiled spring will pull 
back on the guard and maintain the guard in place. 

Figure 2a Shows the side view of the needle hub showing a clip mechanism keeping the 
spring compressed. 

Figure 2b Shows the view from the top of the locking mechanism keeping the coiled 
spring compressed. The spring is released by compressing the button; using the button the 
guard is advanced by pushing it over the end of the needle against the force of the 
extended coiled spring. 

Figure 3a Shows longitudinal section through the sheath and the needle. Note the spring at 
the base of the guard and the site of the hole from the front of the guard. The needle has 
to be positioned so the flat part of the needle tip lies against the middle of the hole at the 
front of the guard. 

Figure 3b Shows a longitudinal section of the needle and the sheath after the sheath has 
been pushed over the needle tip. The point of the needle is trapped in the cleft between the . 
sheath and the concave disc attached to the base of the sheath. 
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Referring to the drawing the guard is an integral part of the hypodermic needle so that the 
operator can push the guard (G in Fig 1 ) over the end of the needle so that the guard 
safely covers the point of the hypodermic needle tip. 

The guard illustrated in Fig 1 is attached to the needle hub by a spring. The spring is kept 
compressed by a locking device (L in Fig 2a and 2b). The spring is released by depressing 
the button (Bin Fig2a and 2b). Once blood has been taken the operator releases the spring 
by pressing the button. The operator then pushes the guard over the end of the needle tip 
using the button provided 

The guard illustrated is a cylinder with a concave disc attached to the base at one end. 
The needle passes through the sheath and out through a hole in the concave disc which is 
positioned so that one edge of the hole (H in Fig la and Fig 2a) is at or beyond the centre 
of the disc. The flat side of the needle tip has to lie next to the central part of the hole. 

When the guard is pushed over the tip of the needle the needle tip will slide into the 
cleft(C in Fig 3a) at the base of the guard. The needle is forced into the cleft by the use of 
a metal spring (S in Fig 3) positioned in the base of the guard which maintains the needle 
in the cleft. The guard is prevented from falling off by the force of the extended coiled 
spring (s* in fig lb) which pulls the needle back and also keeps the guard in position so that 
the needle tip is covered and secured. 



-5- 
Claims 

1. A device part of, or attached prior to use to, a hypodermic needle which can be used as 
a guard to cover the needle tip immediately after use. The device is therefore integral with 
the hypodermic needle at time of use. 

2. The guard as in claim 1 can be made in various shapes of various materials. 

3. The guard as claimed in claims 1 and 2 can be maintained in its position over the point 
of the hypodermic needle by various mechanisms following withdrawal from the injection 

site. 

4. The device as claimed in preceding claims allows the operator to render safe the needle 
tip without any risk to the operator of a needle stick injury. 
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A medical device for delivering a medicament to a patient includes a syringe 
assembly having a barrel (24) defining a reservoir containing the medicament, a 
needle cannula (26) coupled to a forward end of the barrel, and a plunger having 

a stopper positioned in the barrel and movable into the barrel to cause the 
medicament to be expelled. The medical device also includes a cap (22) arranged 
on and slidable over, the needle cannula from a first position in which the 
forward tip of the needle cannula is exposed, to a second position in which the 
forward tip of the needle cannula is covered by the cap. An actuation mechanism 
connected to the cap includes an urging member coupled to the barrel and the cap 

for urging the cap toward the second position. A trigger element releasably 
secures the urging member in a charged state and releasably secures the cap in 
the first position. The trigger element is actuatable to release the cap by 
either manual actuation or by interaction with the thumb pad. 
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Box No. I Basis of the opinion 



With regard to the language, this opinion has been established on the basis of the international application in 
the language in which it was filed, unless otherwise indicated under this item. 

□ This opinion has been established on the basis of a translation from the original language into the following 
language . which is the language of a translation furnished for the purposes of international search 
(under Rules 12.3 and 23.1(b)). 

With regard to any nucleotide andtor amino acid sequence disclosed in the international application and 
necessary to the claimed invention, this opinion has been established on the basis of: 

a. type of material: 



□ a sequence listing 

□ table(s) related to the sequence listing 
b. format of material: 

□ in written format 



□ in computer readable form 
a time of filing/furnishing: 

□ contained in the international application as filed. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority for the purposes of search. 



3 □ In addition in the case that more than one version or copy of a sequence listing andfcr table relating thereto 
has been filed or furnished, the required statements that the information in the subsequent or additional 
copies is identical to that in the application as filed or does not go beyond the application as filed, as 
appropriate, were furnished. 



4. Additional comments: 



Box No. II Priority 



1 B The validity of the priority claim has not been considered because the International Searching Authority 

does not have in its possession a copy of the earlier application whose priority has been claimed or where 
required a translation of that earlier application. This opinion has nevertheless been established on the 
assumption that the relevant date (Rules 43b/s.1 and 64.1 ) is the claimed priority date. 

2 □ This opinion has been established as if no priority had been claimed due to the fact that the priority claim 

has been found invalid (Rules 43WS.1 and 64.1 ). Thus for the purposes of this opinion, the international 
filing date indicated above is considered to be the relevant date. 

3. Additional observations, if necessary: 
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Box No V Reasoned statement under Rule 43fo/s.1 (a)(i) with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement 

1. Statement 



Novelty (N) 


Yes: 


Claims 


12,14-20,32-33 


No: 


Claims 


1-11,13,21-31,34-36 


Inventive step (IS) 


Yes: 


Claims 






No: 


Claims 


1-36 


Industrial applicability (IA) 


Yes: 


Claims 


1-36 




No: 


Claims 





2. Citations and explanations 
see separate sheet 



Box No. VII Certain defects in the international application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 

Box No. VIII Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether 
claims are fully supported by the description, are made: 

see separate sheet 
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Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1 . Reference is made to the following documents: 

D1 : US 2003/028171 A1 (DEHARDE LAWRENCE G ET AL) 6 February 2003 (2003-02- 
06) 

D2: US-A-5 31 2 372 (DEHARDE ET AL) 1 7 May 1 994 (1 994-05-1 7) 
D3: GB-A-2 282 069 (ROBERT CHRISTOPHER GUY BRACCHI) 29 March 1995 (1995- 
03-29) 

D4: US-A-5 342 320 (CAMERON ET AL) 30 August 1 994 (1 994-08-30) 

D5: US-A-5 026 356 (SMITH ET AL) 25 June 1 991 (1 991 -06-25) 

D6: US 2002/065488 A1 (SUZUKI HITOSHI ET AL) 30 May 2002 (2002-05-30) 

2. The present application does not meet the criteria of Article 33(1 ) PCT, because the 
subject-matter of claims 1-11,13, 21-31 , 34-36 is not new in the sense of Article 33(2) 
PCT. 

2.1. The document D1 discloses (the references in parentheses applying to this 
document): 

A medical device for delivering a medicament to a patient (fig. 6A), comprising: 
a syringe assembly comprising: 

a barrel having a forward end and a rear end defining a reservoir within which the 
medicament may be contained (fig. 6A); 

a needle cannula having a forward tip and being coupled to said forward end of said barrel 
and in fluid communication with said reservoir (fig. 6A); and 

a plunger having a first end with a stopper positioned in said reservoir and a second end 
having a thumb pad for receiving medicament delivery pressure for causing said plunger to 
move within said reservoir to cause the medicament to be expelled from said reservoir (fig. 
6A); 

a cap arranged on said needle cannula and slidable along said needle cannula from a first 
position in which said forward tip of said needle cannula is exposed, to a second position 
in which said forward tip of said needle cannula is covered by said cap (figs. 6A-B); and 
an actuation mechanism connected to said cap, said actuation mechanism having an 
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urging member coupled to said barrel and said cap, and a trigger element releasably 
securing said urging member in a charged state and releasably securing said cap in said 
first position, said trigger element being actuatable to release said urging member and said 
cap by one of manual actuation or interaction with said thumb pad (figs. 6A-B, [0072]- 
[0073]) 

The subject-matter of claim 1 is therefore not new (Article 33(2) PCT). 

2.2. Documents D2-D4 (see references in search report) also discloses the subject-matter 
of claim 1 (Article 33(2) PCT). 

2.3. The same reasoning applies, mutatis mutandis, to the subject-matter of the 
corresponding independent claims 23 and 36, which therefore are also considered not new 
(Article 33(2) PCT). 

3. Dependent claims 2-22, 24-35 do not contain any features which, in combination with 
the features of any claim to which they refer, meet the requirements of the PCT in respect 
of novelty and/or inventive step, for the following reasons: 

The features of claims 2-22, 24-35 merely define trivial design options for latching means, 
springs, materials etc which are known in the art, see documents D1-D6 and the 
corresponding passages cited in the search report. 

Re Item VII 

Certain defects in the international application 

4. Claim 1 is not drafted in the two-part form (Rule 6.3(b) PCT) and none of the claims are 
provided with reference signs (Rule 6.2(b) PCT). 

5. Document D1 is not mentioned in the description (Rule 5.1(a)(ii) PCT). 
Re Item VIII 

Certain observations on the international application 
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6. Claims 1 , 23 and 36 have been drafted as independent claims and have at least partly 
overlapping scope. Drafting such a plurality of independent claims with overlapping scope 
makes it impossible to clearly delimit the subject matter which could 
represent the invention for which protection is sought, so that the claims as a whole fail to 
comply with the clarity and conciseness requirements of Article 6 PCT. 
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